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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 4/28/09 
has been entered. 

2. Applicant's arguments filed on 1 1/4/08 have been fully considered but they are 
not deemed to be persuasive. 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

4. Claims 1-19 are pending in this office action. 

5. Claims 1-11 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mckeage et al. (1 995) in view of Zak et al., (US 6,503,943) and Collaueri et al., (US 
6,221,393) further in view of Keppler et al., (US 5,256,653) and Calanchi et al. (US 
5,900,252) as evidence by Swarbrick-Encyclopedia (1998) for the reasons made of 
record in Paper No. 20090109 and as follow. 
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Applicant again argues that "when assessing whether a technical solution is or 
not obvious from the prior art two items should be taken into consideration, the technical 
problem to be solved and the technical solution by which the inventors solve such 
technical problem". Applicant also argues that the cited prior art can be divided into 
three groups: in summary that document mentioning neither the common wet 
granulation nor the present excipients (i.e., Zak has no relevance to the rejection since it 
does not hint on any feature of claim 1 , and that the Mckeage, Keppler and Calanchi 
when considered separately without combining them with further prior art have no 
relevance to the present solution. 

Applicant also argues that the present solution would not have been derived from 
neither Collaueri and Swarbrick, and that Callaueri focused on hydrophilic xanthan 
gums having quite different properties than those of the polysaccharide used in the 
present solution. Additionally and Collaueri does not mention the tetravalent platinum 
complexes, and wet granulation. Lastly, Applicant argues that the Encyclopedia of 
Pharmaceutical Technology only provides a general definition of the granulation. 

In response with regards to the argument that in assessing whether a technical 
solution is obvious, the claims are not directed to solving a technical solution but merely 
to a "pharmaceutical composition" containing platinum complex in a mixture of at least 
one pharmaceutical acceptable excipient formed of a granulate with particles smaller 
than 0.5 mm in size. Accordingly, the combination of references are prima facie 
obvious for one of ordinary skill in the art to have used the teachings of the prior art to 
obtain the claim invention with a reasonable expectation of success. 
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Applicant again is incorrect that Zak does not contribute to the instant claim 1 . 
Zak was introduced to show that inclusion of excipients to form a platinum complex 
were known in the prior art before filing of the instant invention, and ties in with the 
teachings of Mckeage. Zak also is employed for its teaching that the platinum complex 
is (OC-6-43) Bis (acetato)-(1-adamantylamine)-amine-dichloroplatinum (see col. 3, lines 
48-51 , as required by instant claim 4). Thus compounds of claims 1 and 4 are obvious 
variations of instant formula I wherein the complex comprises a native saccharide, 
cyclodextrin, that may also be modified. 

Applicant should note that the rejection was made under 103 and not 102, so 
obviousness is established by combining or modifying the teachings of the prior art to 
produce the claimed invention where there is some teaching, suggestion, or motivation 
to do so is found in either the references themselves or in the knowledge generally 
available to one of ordinary skill in the art. See In re Fine, 837 F.2d 1 071 , 5 
USPQ2d 1596 (Fed. Cir. 1988) and In re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. 
Cir. 1992). In this case, the combined teachings of the references would have 
suggested to those of ordinary skill in the art to formulate a "pharmaceutical 
composition" containing a platinum complex, for the reasons made of record. McKeage 
specifically teach the formulation in Example I of the specification (when the 
specification is used as a dictionary) wherein the composition for wet granulation 
comprises a platinum IV complex (i.e., JM 216), a modified starch (i.e., sodium starch 
glycolate); microcrystalline cellulose (i.e., a poly saccharide) and lactose, see page 452 
under drug). Mckeage is only lacking in the teaching that the formulation is produced by 
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wet granulation with particles smaller than 0.5 mm. As further evidenced by Kaplan et 
al. (US 4,302,446, newly submited), wet granulation of platinum IV complexes in a 0.5 
mm range of particle size is (see col. 5, lines 37-41 and col. 8, lines 32-40). 

As to the argument that Collaueri does not teach a platinum complex, this is 
irrelevant in this 103 rejection, because Collaueri is used to show that granules entering 
into pharmaceutical compositions are advantageously prepared from a polysaccharide 
having particles less than 100 uM, which is less than 0.5 mm, and therefore is 
alternatively relevant to the formulation, itself. 

The statement that different polysaccharides are used in Collaueri is also found 
not persuasive because the skilled artisan would have been motivated to employ 
polysaccharides other than xanthum gums in a wet granulation process with a neutral 
saccharide and a polysaccharide, as claimed in instant claim 2, because no specific 
type of polysaccharide is required in instant claims 2 and 6 (for example). Applicant 
should also note that Collaueri teaches the composition is produced or processed by 
wet granulation, as stated in the last office action of record. 

Thus from the evidentiary support, one of ordinary skill in the art would have 
substituted Mckeage's platinum IV complex with Zak's platinum complex to formulate a 
tablet by a wet granulation process because wet granulation is used to improve flow, 
compressibility, bio-availability, and homogeneity of low dose blends, electrostatic 
properties of powders, and stability of dosage forms. One of ordinary skill in the art 
would have reasonably expected success in substituting Mckeage's compound JM 216 
with Zak's compound ((OC-6-43) Bis(acetato)-(1-adamantylamine)-amine- 
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dichloroplatinum) because both compounds are used for the same treatment conditions 
and substituting one for the other is within the purview of the skilled artisan. 

6. Claims 1 2-1 9 stand rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Mckeage et al. (1 995) in view of Zak et al. (US 6,503,943) and Collaueri et al., (US 
6,221 ,393), further in view of Keppler et al., (US 5,256,653) and Calanchi et al. (US 
5,900,252), as evidence by Swarbrick-Encyclopedia of Pharmaceutical Technology 
(1998), as applied to claims 1-11 for the reasons made of record in Paper No. 
20090109 and as follow. 

The above argument and response also applies here in its entirety. 

7. No claim is allowed. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SHIRLEY V. GEMBEH whose telephone number is 
(571)272-8504. The examiner can normally be reached on 8:30 -5:00, Monday- Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, MICHAEL HARTLEY can be reached on 571-272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



IS. V. G.I 

Examiner, Art Unit 1618 
1/9/09 



/Robert C. Hayes/ 

Primary Examiner, Art Unit 1649 



